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that device or a similar device mar-
keted by the manufacturer would be 
likely to cause a death or serious in-
jury if the malfunction were to recur; 
or 

(iii) Within 5 days if required by 
§ 803.53. 

(c) Information that reasonably sug-
gests a reportable event occurred. (1) In-
formation that reasonably suggests 
that a device has or may have caused 
or contributed to an MDR reportable 
event (i.e., death, serious injury, and, 
for manufacturers and importers, a 
malfunction that would be likely to 
cause or contribute to a death or seri-
ous injury if the malfunction were to 
recur) includes any information, such 
as professional, scientific or medical 
facts and observations or opinions, 
that would reasonably suggest that a 
device has caused or may have caused 
or contributed to a reportable event. 

(2) Entities required to report under 
this part do not have to report adverse 
events for which there is information 
that would cause a person who is quali-
fied to make a medical judgment (e.g., 
a physician, nurse, risk manager, or 
biomedical engineer) to reach a reason-
able conclusion that a device did not 
cause or contribute to a death or seri-
ous injury, or that a malfunction 
would not be likely to cause or con-
tribute to a death or serious injury if it 
were to recur. Information which leads 
the qualified person to determine that 
a device-related event is or is not re-
portable must be contained in the MDR 
event files, as described in § 803.18. 

[60 FR 63597, Dec. 11, 1995, as amended at 65 
FR 4119, Jan. 26, 2000; 66 FR 23157, May 8, 
2001]

§ 803.21 Reporting codes. 
(a) FDA has developed a MEDWATCH 

Mandatory Reporting Form Coding 
Manual for use with medical device re-
ports. This manual contains codes for 
hundreds of adverse events for use with 
FDA Form 3500A. The coding manual is 
available from the Division of Small 
Manufacturer Assistance, Center for 
Devices and Radiological Health, 1350 
Piccard Dr., Rockville, MD 20850, FAX 
301–443–8818. 

(b) FDA may use additional coding of 
information on the reporting forms or 
modify the existing codes on an ad hoc 

or generic basis. In such cases, FDA 
will ensure that the new coding infor-
mation is available to all reporters.

§ 803.22 When not to file. 

(a) Only one medical device report 
from the user facility, importer, or 
manufacturer is required under this 
part if the reporting entity becomes 
aware of information from multiple 
sources regarding the same patient and 
same event. 

(b) A medical device report that 
would otherwise be required under this 
section is not required if: 

(1) The user facility, importer, or 
manufacturer determines that the in-
formation received is erroneous in that 
a device-related adverse event did not 
occur. Documentation of such reports 
shall be retained in MDR files for time 
periods specified in § 803.18. 

(2) The manufacturer or importer de-
termines that the device was manufac-
tured or imported by another manufac-
turer or importer. Any reportable 
event information that is erroneously 
sent to a manufacturer or importer 
shall be forwarded to FDA, with a 
cover letter explaining that the device 
in question was not manufactured or 
imported by that firm. 

[60 FR 63597, Dec. 11, 1995, as amended at 65 
FR 4120, Jan. 26, 2000]

Subpart C—User Facility Reporting 
Requirements

§ 803.30 Individual adverse event re-
ports; user facilities. 

(a) Reporting standard. A user facility 
shall submit the following reports to 
the manufacturer or to FDA, or both, 
as specified below: 

(1) Reports of death. Whenever a user 
facility receives or otherwise becomes 
aware of information, from any source, 
that reasonably suggests that a device 
has or may have caused or contributed 
to the death of a patient of the facility, 
the facility shall as soon as prac-
ticable, but not later than 10 work days 
after becoming aware of the informa-
tion, report the information required 
by § 803.32 to FDA, on FDA Form 3500A, 
or an electronic equivalent as approved 
under § 803.14, and if the identity of the 
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